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1995, and to provide an additional copy
of the submission directly to the contact
person identified above, to facilitate
consideration of the information during
the 30-day review period.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(sec. 802 (21 U.S.C. 382)) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10) and
redelegated to the Center for Drug
Evaluation and Research (21 CFR 5.44).

Dated: October 4, 1995.
Betty L. Jones,

Deputy Director, Office of Compliance, Center
for Drug Evaluation and Research.

[FR Doc. 95-25886 Filed 10-18-95; 8:45 am]
BILLING CODE 4160-01-F

[Docket No. 95N—-0335]

Drug Export; Atroventd (Ipratropium
Bromide) Nasal Spray 0.06%, 15
Milliliter (mL)

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that Boehringer Ingelheim
Pharmaceuticals Inc., has filed an
application requesting approval for the
export of the human drug Atrovent
(ipratropium bromide) Nasal Spray
0.06%, 15 mL to Canada.

ADDRESSES: Relevant information on
this application may be directed to the
Dockets Management Branch (HFA-
305), Food and Drug Administration,
rm. 1-23, 12420 Parklawn Dr.,
Rockville, MD 20857, and to the contact
person identified below. Any future
inquiries concerning the export of
human drugs under the Drug Export
Amendments Act of 1986 should also be
directed to the contact person.

FOR FURTHER INFORMATION CONTACT:
James E. Hamilton, Center for Drug
Evaluation and Research (HFD-310),
Food and Drug Administration, 7520
Standish PI., Rockville, MD 20855, 301-
594-3150.

SUPPLEMENTARY INFORMATION: The drug
export provisions in section 802 of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 382) provide that
FDA may approve applications for the
export of drugs that are not currently
approved in the United States. Section
802(b)(3)(B) of the act sets forth the
requirements that must be met in an
application for approval. Section
802(b)(3)(C) of the act requires that the
agency review the application within 30
days of its filing to determine whether
the requirements of section 802(b)(3)(B)
have been satisfied. Section 802(b)(3)(A)
of the act requires that the agency
publish a notice in the Federal Register
within 10 days of the filing of an
application for export to facilitate public
participation in its review of the
application. To meet this requirement,
the agency is providing notice that
Boehringer Ingelheim Pharmaceuticals
Inc., 900 Ridgebury Rd., Ridgefield, CT
06877, has filed an application
requesting approval for the export of the
human drug AtroventOd (ipratropium
bromide) Nasal Spray 0.06%, 15 mL to
Canada. This drug product is used for
the symptomatic relief of rhinorrhea
associated with allergic or nonallergic
perennial rhinitis. The application was
received and filed in the Center for Drug
Evaluation and Research on September
28, 1995, which shall be considered the
filing date for purposes of the act.

Interested persons may submit
relevant information on the application
to the Dockets Management Branch
(address above) in two copies (except
that individuals may submit single
copies) and identified with the docket
number found in brackets in the
heading of this document. These
submissions may be seen in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

The agency encourages any person
who submits relevant information on
the application to do so by October 30,
1995, and to provide an additional copy
of the submission directly to the contact
person identified above, to facilitate

consideration of the information during
the 30-day review period.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(sec. 802 (21 U.S.C. 382)) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10) and
redelegated to the Center for Drug
Evaluation and Research (21 CFR 5.44).

Dated: October 5, 1995.

Betty L. Jones,

Deputy Director, Office of Compliance, Center
for Drug Evaluation and Research.

[FR Doc. 95-25868 Filed 10-18-95; 8:45 am]
BILLING CODE 4160-01-F

Health Resources and Services
Administration

Agency Forms Undergoing Paperwork
Reduction Act Review

Periodically, the Health Resources
and Services Administration (HRSA)
will publish a list of information
collection requests under review, in
compliance with the Paperwork
Reduction Act (44 U.S.C. Chapter 35).
To request a copy of these documents,
call the HRSA Reports Clearance Office
on (301)-443-1129.

The following request has been
submitted to the Office of Management
and Budget for review under the
Paperwork Reduction Act.

1. Study of Physicians’ Educational
Preparation for Practice in Managed
Care Settings—New—A mail survey will
be conducted of primary care physicians
and medical directors in managed care
organizations to assess their views of the
adequacy of their preparation for
practice in that setting. The survey of
physicians will be limited to those who
graduated between 1986 and 1990. The
information will be used by the Bureau
of Health Professions to formulate
recommendations for curriculum
changes. Because this is a mail survey,
automated collection techniques will
not be used. Burden estimates are as
follows:

No. of
No. of re- Total
re- sponses A&’ gh /trJg_r- hours
spond- | per re- sponse of bur-
ents spond- p den
ent
Eligible Physicians/ MediCal DIFECIOIS .........cocuiiiiiiiiiiiiiiiie ettt 1915 1| .25 hours . 479
Ineligible Physicians/ MediCal DIFECIOIS .......cuiiiiiiiieiiie ettt ettt e st e e e e e sneeeeanes 200 1|.07 hours . 14
Estimated Total Annual Burden: 493 hours.

Written comments and
recommendations concerning the

proposed information collections
should be sent within 30 days of this

notice to: Allison Eydt, Human
Resources and Housing Branch, Office
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of Management and Budget, New
Executive Office Building, Room 10235,
Washington, D.C. 20503.

Dated: October 16, 1995.
J. Henry Montes,

Associate Administrator for Policy
Coordination.

[FR Doc. 95-25926 Filed 10-18-95; 8:45 am]
BILLING CODE 4160-15-P

DEPARTMENT OF THE INTERIOR
Bureau of Indian Affairs

Fort Mojave Indian Tribe—Liquor
Ordinance No. 52

AGENCY: Bureau of Indian Affairs,
Interior.

ACTION: Notice.

SUMMARY: This notice is published in
accordance with authority delegated by
the Secretary of the Interior to the
Assistant Secretary—Indian Affairs by
209 DM 8, and in accordance with the
Act of August 15, 1953, 67 Stat. 586, 18
U.S.C. 1161. | certify that by Resolution
No. 52, the Fort Mojave Indian Tribe
Liquor Ordinance was duly adopted by
the Fort Mojave Indian Tribe on
December 20, 1994. The Ordinance
provides for the regulation of the sale
and possession of liquor within the Fort
Mojave Indian Reservation.

DATES: This Ordinance is effective as of
October 19, 1995.

FOR FURTHER INFORMATION CONTACT:
Chief, Branch of Judicial Services,
Division of Tribal Government Services,
1849 C Street N.W., MS 2611 MIB,
Washington, D.C. 20240-4001;
telephone (202) 208-4400.
SUPPLEMENTARY INFORMATION: The Fort
Mojave Indian Tribe Liquor Control
Ordinance is to read as follows:

Fort Mojave Liquor Control Ordinance
Chapter 1. General Provisions

Section 1.1. Definition of Terms

Terms used in this Ordinance, unless
the context otherwise plainly requires,
shall mean as follows:

(a) ““Alcohol” shall mean that
substance known as ethyl alcohol,
hydrated oxide or ethyl, or spirit of
wine, which is commonly produced by
the fermentation or distillation of grain,
starch, molasses, sugar or other
substances including all dilutions and
mixtures of those substances.

(b) “Alcoholic Beverage” shall mean
any intoxicating liquor as such term is
defined under the provisions of Section
1.1(e) of this Ordinance.

(c) “Commission” shall mean the Fort
Mojave Tribal Alcoholic Beverage

Control Commission established and
empowered pursuant to this Ordinance.

(d) “Director” shall mean the Director
of the Commission.

(e) “Intoxicating Liquor’ or “Liquor”
shall mean any liquid or substance
either commonly used, or reasonably
adopted to use, for beverage purposes
containing in excess of one percentum
of alcohol by weight, and includes those
liquids or substances commonly known
as spirits, wine and beer.

(f) “Legal Age” shall mean:

(i) for the Arizona portion of the
Reservation, the age established by
Arizona law for the consumption,
purchase and/or possession of a certain
alcoholic beverage off the Reservation;

(ii) for the California portion of the
Reservation, the age established by
California law for the consumption,
purchase and/or possession of a certain
alcoholic beverage off the Reservation;
and

(iii) for the Nevada portion of the
Reservation, the age established by
Nevada law for the consumption,
purchase and/or possession of a certain
alcoholic beverage off the Reservation.

(9) “‘Liquor Enterprise” shall mean the
Fort Mojave Tribal Liquor Enterprise
established and empowered pursuant to
this Ordinance.

(h) “Liquor Store” shall mean any
establishment engaged in the retail sale
of alcoholic beverages in the bottle, can
or immediate container with original
seal unbroken.

(i) “Manager” shall mean the Manager
of the Liquor Enterprise.

()) “Ordinance” shall mean this Fort
Mojave Liquor Control Ordinance.

(k) “Person’ shall mean and include
any natural persons, corporations,
limited partnerships, general
partnerships, joint stock companies,
joint ventures, associations, companies,
trusts, or other organizations, whether
or not legal entities.

() “Public Place” shall mean any
place, building, or structure to which
the public has or is permitted access.

(m) “Retailer’” shall mean the Tribe,
Tribal Citizen or any person that sells
alcoholic beverages for consumption
and not for resale.

(n) “Reservation’ means the Fort
Mojave Indian Reservation.

(o) “Sale” or “Sell”” includes
exchange, barter and traffic; and also
includes the selling or supplying or
distributing, by any means whatsoever,
of liquor by any person to any person.

(p) “Tribal Citizen” or “Citizen of the
Tribe” shall mean an enrolled member
of the Tribe and persons eligible for
enrollment.

(q) “Tribal Council” shall mean the
governing body of the Fort Mojave
Indian Tribe.

(r) “Tribal Court” shall mean the Fort
Mojave Tribal Court.

(s) “Tribe” or “Tribal’ shall mean the
Fort Mojave Indian Tribe of Arizona,
California and Nevada.

Section 1.2. Policy and Purpose

This Ordinance shall be cited as the
“Fort Mojave Liquor Control
Ordinance” and under the inherent
sovereignty of the Tribe, shall be
deemed an exercise of the Tribe’s
power, for the protection of the welfare,
health, peace, morals, and safety of the
people of the Tribe, and all its
provisions shall be liberally construed
for the accomplishment of that purpose,
and it is declared to be public policy
that the sale and possession of alcoholic
beverages affects the public interest of
the people, and should be regulated to
the extent of prohibiting all sale and
possession of alcoholic beverages,
except as provided in this Ordinance. In
order to provide for Tribal control over
liquor sales and possession within the
Reservation, and to provide a source of
revenue for the continued operation of
the Tribal government and the delivery
of Tribal governmental services, the
Tribal Council promulgates this
Ordinance.

Section 1.3. General Prohibition

It shall be a violation of this
Ordinance to sell or possess for sale
liquor within the Reservation except
upon the terms, conditions, limitations,
and restrictions specified in this
Ordinance.

Section 1.4. Conformity With Federal
Law

A. Tribally authorized liquor
transactions on the Arizona portion of
the Reservation shall comply with
Arizona State liquor law standards of
general applicability throughout the
State to the extent required by 18 U.S.C.
§1161 and other federal law.

B. Tribally authorized liquor
transactions on the Nevada portion of
the Reservation shall comply with
Nevada State Liquor law standards of
general applicability throughout the
State to the extent required by 18 U.S.C.
§1161 and other federal law.

C. Tribally authorized liquor
transactions on the California portion of
the Reservation shall comply with
California State Liquor law standards of
general applicability throughout the
State to the extent required by 18 U.S.C.
§1161 and other federal law.

D. Nothing in this Ordinance shall
constitute, nor be construed as, the
Tribe’s consent to the extension of
jurisdiction by any State over matters
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